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IMPLEMENTATION

EPA is now inviting all pet spot-on registrants to adopt use of the standardized enhanced incident and
sales reporting templates for annual enhanced reporting. Submission of annual enhanced reporting
allows for a comprehensive analysis of data that complements the existing quarterly submission of
6(a)(2) incident data, a requirement of FIFRA. EPA believes that submission of the enhanced reporting
on an annual basis is adequate because it will allow the Agency to assess trends in incidents over a
comparable period of time that is independent of seasonal shifts in usage. Seasonal shifts on the use
patterns of spot-on products will continue to be monitored through continued quarterly 6(a)(2)
reporting.

Moving forward, registrants may request a further change to the conditions of registration to remove
the two-year expiration when templates are successfully used. Use of the templates will become a
condition of registration. This procedural change will support the objectives of pet spot-on mitigation
by ensuring that consistent, high quality, and useful data are received in a timely fashion, while
reducing regulatory burden. EPA will continue to actively manage these registrations by reviewing
labels for mitigation whenever registrant-requested amendments are submitted and periodically
through Registration Review. EPA may still initiate action at any time to address concerns if
unreasonable adverse effects are identified. Such actions can range from mandatory label changes to
cancellation of the registration.

Registrants can request to change the condition of quarterly submission of enhanced incident reporting
to an annual submission, and/or request removal of the two-year registration expiration date, by
submitting the following to the appropriate Product Manager for the product:

1. Submit a current (e.g., quarterly) report using the EPA enhanced reporting templates for
incident and sales data in electronic format (e.g., CD), and
2. Submit a cover letter formally requesting that EPA amend the conditions of registration
a. From quarterly submission of enhanced reporting to annual submission of enhanced
reporting using the templates, and/or

b. To remove the two-year expiration date.

The cover letter should state the following:
a. All registration numbers included in the data submission.
That EPA templates have been used for the current submission of enhanced reporting.
That EPA templates will be used from this point forward for subsequent submissions of
enhanced reporting.
d. That no other changes to the registration are requested.

Registrants who have already submitted a request according to this process to switch from quarterly to
annual reporting, and who now wish to request removal of the two-year expiration date, should submit
a new cover letter to this effect.



Once a request has been received, EPA will verify that the submission has been made using the provided
templates, and that the templates have been utilized as intended. If removal of the two-year expiration
date is requested, EPA will review the registration materials (e.g., product label and CSF) and will notify the
registrant of any changes that need to be made to reflect current mitigation. Upon verification of
successful template use and resolution of any other issues, EPA can amend the conditions of registration to
reflect annual submission of enhanced reporting using the templates and/or remove the expiration date.





